






















 

  
  

  

                
               
 

               
               

            
                  

    

     

              

  

    

               
             

  

     

              
          

            
          

    

      

            
              

  

            
          

 

      

            
            

               
    

Booster Dose 

A single Janssen COVID-19 Vaccine booster dose (0.5 mL) may be administered at least 2 months 
after primary vaccination with the Janssen COVID-19 Vaccine, to individuals 18 years of age and 
older. 

A single booster dose of the Janssen COVID-19 Vaccine (0.5 mL) may be administered to 
individuals 18 years of age and older as a heterologous booster dose following completion of 
primary vaccination with another authorized or approved COVID-19 vaccine. The dosing interval 
for the heterologous booster dose is the same as that authorized for a booster dose of the vaccine 
used for primary vaccination. 

3 DOSAGE FORMS AND STRENGTHS 

Janssen COVID-19 Vaccine is a suspension for intramuscular injection. A single-dose is 0.5 mL. 

4 CONTRAINDICATIONS 

4.1 Severe Allergic Reactions 

Do not administer the Janssen COVID-19 Vaccine to individuals with a known history of severe 
allergic reaction (e.g., anaphylaxis) to any component of the Janssen COVID-19 Vaccine [see 
Description (13)]. 

4.2 Thrombosis with Thrombocytopenia 

Do not administer the Janssen COVID-19 Vaccine to individuals with a history of thrombosis 
with thrombocytopenia following the Janssen COVID-19 Vaccine or any other adenovirus-
vectored COVID-19 vaccine (e.g., AstraZeneca’s COVID-19 vaccine which is not authorized or 
approved in the United States) [see Warnings and Precautions (5.2)]. 

5 WARNINGS AND PRECAUTIONS 

5.1 Management of Acute Allergic Reactions 

Appropriate medical treatment used to manage immediate allergic reactions must be immediately 
available in the event an acute anaphylactic reaction occurs following administration of the Janssen 
COVID-19 Vaccine. 

Monitor Janssen COVID-19 Vaccine recipients for the occurrence of immediate adverse reactions 
according to the Centers for Disease Control and Prevention guidelines 
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html). 

5.2 Thrombosis with Thrombocytopenia Syndrome (TTS) 

Reports to the Vaccine Adverse Events Reporting System (VAERS), a passive surveillance 
system, provide evidence for an increased risk of thrombosis with thrombocytopenia syndrome 
(TTS) with onset of symptoms approximately one to two weeks after administration of the Janssen 
COVID-19 Vaccine. 
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21 CONTACT INFORMATION 

For general questions or to access the most recent Janssen COVID-19 Vaccine Fact Sheets, scan 
the QR code using your device, visit www.janssencovid19vaccine.com or call the telephone 
numbers provided below. 

QR Code Fact Sheets Website Telephone numbers 
www.janssencovid19vaccine.com. US Toll Free: 1-800-565-4008 

US Toll: 1-908-455-9922 

This Full EUA Prescribing Information may have been updated. For the most recent Full EUA 
Prescribing Information, please see www.janssencovid19vaccine.com. 

Manufactured by: 
Janssen Biotech, Inc. 
a Janssen Pharmaceutical Company of Johnson & Johnson 
Horsham, PA 19044, USA 
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© 2021 Janssen Pharmaceutical Companies 
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